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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of the invention of Group I (claims 13-22 and 
24-27) in the reply filed on 31 March 2009 is acknowledged. 

Claims 23, 28, and 29 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on 31 
March 2009. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which 
papers have been placed of record in the file. 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 
1 19(a)-(d) is acknowledged. Applicant has not complied with one or more conditions for 
receiving the benefit of an earlier filing date under 35 U.S.C. 119(a)-(d) as follows: 

The U.S. application must be an application for a patent for an invention which is 
also disclosed in the prior application (the parent or original nonprovisional application 
or provisional application). The disclosure of the invention in the foreign application and 
in the U.S. application must be sufficient to comply with the requirements of the first 
paragraph of 35 U.S.C. 112. See Transco Products, Inc. v. Performance Contracting, 
Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 
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The disclosure of the foreign application, Application No. 438/MUM/2004, fails to 
provide adequate support or enablement in the manner provided by the first paragraph 
of 35 U.S.C. 1 1 2 for one or more claims of this application. Application No. 
438/MUM/2004 fails to provide support for claims 13-22 and 24-27 (the claim limitations 
of independent claims 13, 17, and 24 are not disclosed in the foreign application). 

Information Disclosure Statement 

The document cited as PCT/EP98/01018 to Hinze has not been considered 
because the document has not been properly identified by publication number. 

The document cited as 19707420 to Hinze has not been considered because the 
country code has not been identified. 

Drawings 

Figures 3A-3E should be designated by a legend such as --Prior Art-- because 
only that which is old is illustrated. See MPEP § 608.02(g). Corrected drawings in 
compliance with 37 CFR 1 .121(d) are required in reply to the Office action to avoid 
abandonment of the application. The replacement sheet(s) should be labeled 
"Replacement Sheet" in the page header (as per 37 CFR 1 .84(c)) so as not to obstruct 
any portion of the drawing figures. If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 
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The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 49 (Fig. 17). Corrected drawing sheets in compliance with 37 CFR 
1 .121(d), or amendment to the specification to add the reference character(s) in the 
description in compliance with 37 CFR 1 .121(b) are required in reply to the Office action 
to avoid abandonment of the application. Any amended replacement drawing sheet 
should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. Each drawing sheet submitted after the filing 
date of an application must be labeled in the top margin as either "Replacement Sheet" 
or "New Sheet" pursuant to 37 CFR 1 .1 21 (d). If the changes are not accepted by the 
examiner, the applicant will be notified and informed of any required corrective action in 
the next Office action. The objection to the drawings will not be held in abeyance. 

The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(4) 
because reference character "44" has been used to designate both a shaft part and a 
threaded part. Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1 .121(d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
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informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

The drawings are objected to because Fig. 19 contains a line at the head of the 
femur that is missing a reference character (the examiner believes the reference 
character may have been cut off due to the figure not conforming to page margin 
requirements - see 37 CFR 1 .84(g) for acceptable margins). Corrected drawing sheets 
in compliance with 37 CFR 1.121(d) are required in reply to the Office action to avoid 
abandonment of the application. Any amended replacement drawing sheet should 
include all of the figures appearing on the immediate prior version of the sheet, even if 
only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the 
appropriate figure must be removed from the replacement sheet, and where necessary, 
the remaining figures must be renumbered and appropriate changes made to the brief 
description of the several views of the drawings for consistency. Additional replacement 
sheets may be necessary to show the renumbering of the remaining figures. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1 .1 21 (d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 
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Specification 

The abstract of the disclosure is objected to because of improper grammar (the 
abstract appears to be a machine translation). Correction is required. See MPEP 
§ 608.01(b). 

The disclosure is objected to because of the following informalities: it does not 
contain the proper content (the elements listed below should be included, as 
appropriate - note that if Applicant amends the specification, Applicant should be 
careful not to include new matter). 

Content of Specification 

(a) Title of the Invention : See 37 CFR 1 .72(a) and MPEP § 606. The title of 
the invention should be placed at the top of the first page of the 
specification unless the title is provided in an application data sheet. The 
title of the invention should be brief but technically accurate and 
descriptive, preferably from two to seven words may not contain more 
than 500 characters. 

(b) Cross-References to Related Applications : See 37 CFR 1 .78 and MPEP 
§201.11. 

(c) Statement Regarding Federally Sponsored Research and Development : 
See MPEP §310. 

(d) The Names Of The Parties To A Joint Research Agreement : See 37 CFR 
1.71(g). 

(e) Incorporation-Bv-Reference Of Material Submitted On a Compact Disc: 
The specification is required to include an incorporation-by-reference of 
electronic documents that are to become part of the permanent United 
States Patent and Trademark Office records in the file of a patent 
application. See 37 CFR 1 .52(e) and MPEP § 608.05. Computer 
program listings (37 CFR 1.96(c)), "Sequence Listings" (37 CFR 1 .821(c)), 
and tables having more than 50 pages of text were permitted as electronic 
documents on compact discs beginning on September 8, 2000. 
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(f) Background of the Invention : See MPEP § 608.01(c). The specification 
should set forth the Background of the Invention in two parts: 

(1 ) Field of the Invention : A statement of the field of art to which the 
invention pertains. This statement may include a paraphrasing of 
the applicable U.S. patent classification definitions of the subject 
matter of the claimed invention. This item may also be titled 
"Technical Field." 

(2) Description of the Related Art including information disclosed under 
37 CFR 1 .97 and 37 CFR 1 .98 : A description of the related art 
known to the applicant and including, if applicable, references to 
specific related art and problems involved in the prior art which are 
solved by the applicant's invention. This item may also be titled 
"Background Art." 

(g) Brief Summary of the Invention : See MPEP § 608.01(d). A brief summary 
or general statement of the invention as set forth in 37 CFR 1 .73. The 
summary is separate and distinct from the abstract and is directed toward 
the invention rather than the disclosure as a whole. The summary may 
point out the advantages of the invention or how it solves problems 
previously existent in the prior art (and preferably indicated in the 
Background of the Invention). In chemical cases it should point out in 
general terms the utility of the invention. If possible, the nature and gist of 
the invention or the inventive concept should be set forth. Objects of the 
invention should be treated briefly and only to the extent that they 
contribute to an understanding of the invention. 

(h) Brief Description of the Several Views of the Drawing(s) : See MPEP § 
608.01 (f). A reference to and brief description of the drawing(s) as set 
forth in 37 CFR 1.74. 

(i) Detailed Description of the Invention : See MPEP 5 608.01(g). A 
description of the preferred embodiment(s) of the invention as required in 
37 CFR 1 .71 . The description should be as short and specific as is 
necessary to describe the invention adequately and accurately. Where 
elements or groups of elements, compounds, and processes, which are 
conventional and generally widely known in the field of the invention 
described and their exact nature or type is not necessary for an 
understanding and use of the invention by a person skilled in the art, they 
should not be described in detail. However, where particularly 
complicated subject matter is involved or where the elements, 
compounds, or processes may not be commonly or widely known in the 
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field, the specification should refer to another patent or readily available 
publication which adequately describes the subject matter. 

(j) Claim or Claims : See 37 CFR 1 .75 and MPEP § 608.01 (m). The claim or 
claims must commence on separate sheet or electronic page (37 CFR 
1 .52(b)(3)). Where a claim sets forth a plurality of elements or steps, each 
element or step of the claim should be separated by a line indentation. 
There may be plural indentations to further segregate subcombinations or 
related steps. See 37 CFR 1 .75 and MPEP § 608.01 (i)-(p). 

(k) Abstract of the Disclosure : See MPEP § 608.01 (f). A brief narrative of the 
disclosure as a whole in a single paragraph of 150 words or less 
commencing on a separate sheet following the claims. In an international 
application which has entered the national stage (37 CFR 1 .491(b)), the 
applicant need not submit an abstract commencing on a separate sheet if 
an abstract was published with the international application under PCT 
Article 21 . The abstract that appears on the cover page of the pamphlet 
published by the International Bureau (IB) of the World Intellectual 
Property Organization (WIPO) is the abstract that will be used by the 
USPTO. See MPEP § 1893.03(e). 

(I) Sequence Listing. See 37 CFR 1 .821 -1 .825 and MPEP §§ 2421-2431 . 
The requirement for a sequence listing applies to all sequences disclosed 
in a given application, whether the sequences are claimed or not. See 
MPEP §2421.02. 

The disclosure is objected to because of the following informalities: it is replete 
with improper grammar (it appears to be a machine translation). Appropriate correction 
is required. 

The examiner requests that Applicant carefully go through the abstract and 
disclosure and correct all instances of improper grammar. 
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Claim Objections 

Claims 13-22 and 24-27 are objected to because of the following informalities: 
the claims are replete with improper grammar (they appear to be a machine translation). 
Appropriate correction is required. 

Claims 14 and 16 are objected to under 37 CFR 1.75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. Neither claim 14 
nor claim 16 appear to further limit claim 13 as the structural features recited in claims 
14 and 16 are already recited in claim 13. 

Claim 18 is objected to because of the following informalities: claim 17 states 
that the proximal fixation device has a "shaft part" whereas claim 18 refers to this 
feature as both a "shaft" and a "shaft part". The examiner requests that Applicant 
maintain consistency in the naming of claim elements. Appropriate correction is 
required. 

Claims 20 and 22 are objected to because of the following informalities: each of 
these claims attempts to further limit an end cap. However, the end cap, though 
introduced in claim 17, is not positively recited as part of the invention. Appropriate 
correction is required. 

Claim 21 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
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dependent form, or rewrite the claim(s) in independent form. Claim 21 does not appear 
to further limit claim 17 as the structural features recited in claim 21 are already recited 
in claim 17. 

Claims 24 and 25 are objected to because of the following informalities: claim 24 
recites an "intramedullary rod" whereas claim 24 recites both a "rod" and an 
"intramedullary rod" and claim 25 recites a "rod". The examiner requests that Applicant 
maintain consistency in the naming of claim elements. Appropriate correction is 
required. 

Claim 25 is objected to because of the following informalities: the claim recites 
"said end cap" (line 4) though the end cap is not positively recited previously in the 
claim. Appropriate correction is required. 

Claims 25 and 26 are objected to because of the following informalities: claim 24 
recites a "fixation device" whereas claims 25 and 26 recite a "proximal fixation device". 
The examiner requests that Applicant maintain consistency in the naming of claim 
elements. Appropriate correction is required. 

Claim 26 is objected to because of the following informalities: claim 24 states 
that the intramedullary rod has a "shaft part" whereas claim 26 recites both a "shaft" and 
a "shaft part". The examiner requests that Applicant maintain consistency in the naming 
of claim elements. Appropriate correction is required. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 13, 14, and 17 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. Each of these claims recite that the 
ductility is at least 15% and the ultimate tensile strength is at least 600 MPa. However, 
Applicant's disclosure only provides support for a ductility between 15% and 25% and 
an ultimate tensile strength between 600 MPa and 800 MPa. The examiner also notes 
that the original disclosure of PCT/IN2005/000103 is consistent with Applicant's present 
disclosure, not claims 13, 14, and 17. Accordingly, claims 13, 14, and 17, and claims 
dependent therefrom, contain new matter. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 27 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 27 recites the limitation "said end cap" in line 2. There 
is insufficient antecedent basis for this limitation in the claim as there is no end cap in 
claim 24. However, there is an end cap in claim 25. Thus, the examiner is interpreting 
claim 27 as depending from claim 25, not claim 24. 
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Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 24-27 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. In claim 24, line 4, Applicant positively recites 
part of a human ("a fixation device positioned at least partially in said medullary canal"). 
Thus claims 24-27 include a human within their scope and are non-statutory. A claim 
directed to or including within its scope a human is not considered to be patentable 
subject matter under 35 U.S.C. 101 . The grant of a limited, but exclusive property right 
in a human being is prohibited by the Constitution. In re Wakefield, 422 F.2d 897, 164 
USPQ 636 (CCPA 1970). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 13-16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Vicenzi (US 5,281 ,225 A). Regarding claim 13, Vicenzi discloses an orthopedic implant 
flexible intramedullary nail comprising: a straight flexible nail (8) of universal length 
being adapted for insertion into a medullary canal of a bone and capable of 
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repositioning and fixing fragments of bones, the nail having two ends (9) and a shaft 
(area located between two ends) where the ends have a blunt conical pathfinder tip (col. 
2, lines 41-42) and the shaft and the ends have flexibility such that the nail is capable of 
being bowed to any angle or any curvature to adapt to the medullary canal and is 
capable of maintaining the relation of fragments of bone having multiple contact points 
of fixation (Figs. 1 and 4). Regarding claim 15, Vicenzi discloses that the nail is made 
from 316L stainless steel (col. 2, lines 37-41). Regarding claim 16, Vicenzi discloses 
that the nail has two ends (9) where the ends have a blunt conical pathfinder tip (col. 2, 
lines 41-42) for better gliding in the medullary canal (Figs. 1 and 4). Vicenzi does not 
explicitly state that the ductility is at least 15% of elongation of the nail and the ultimate 
tensile strength is at least 600 MPa (claims 13 and 14). However, both ductility and 
tensile strength are properties of a given material. Because the Vicenzi nail is made 
from the same material as Applicant's invention (31 6L stainless steel), the examiner is 
taking the position that the ductility of the Vicenzi nail is at least 1 5% of the elongation of 
the nail and the ultimate tensile strength is at least 600 MPa. Therefore, Vicenzi 
anticipates claims 13 and 14. 

Claim 24 is rejected under 35 U.S.C. 102(b) as being anticipated by Walker (US 
4,457,301 A). Walker discloses an article of manufacture used to treat bones fractured 
into a plurality of fragments, where the bone has a medullary canal, the article of 
manufacture comprising: a fixation device (13) positionable at least partially in the 
medullary canal and designed to guide insertion of a flexible nail (1 1 ) into the medullary 
canal covering the plurality of fragments, the fixation device also designed to hold the 
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flexible nail in the medullary canal while the fragments heal to form bone, wherein the 
fixation device comprises an intramedullary rod having a shaft part with a plurality of 
longitudinal grooves (14), each groove being less deep than a diameter of each of the 
flexible nails and spaced around the periphery of the rod (Figs. 1-5). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 17-19 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Vicenzi (US 5,281 ,225 A) in view of Walker (US 4,457,301 A). Regarding claim 
17, Vicenzi discloses an orthopedic implant intramedullary flexible nail assembly 
adapted for insertion into a medullary canal of long bones comprising: a plurality of 
flexible intramedullary nails wherein each of the intramedullary nails comprises a 
straight flexible nail (8) of universal length being adapted for insertion into the 
intramedullary canal of long bones and capable of repositioning and fixing fragments of 
bones, the nail having two ends (9) and a shaft (area located between two ends) where 
the ends have a blunt conical pathfinder tip (col. 2, lines 41-42) and the shaft and the 
ends have flexibility such that the nail is capable of being bowed to any angle or any 
curvature to adapt to the medullary canal and is capable of maintaining the relation of 
fragments of bone having multiple contact points of fixation; and a proximal fixation 
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device (2) comprising an intramedullary rod having a shaft part, the intramedullary rod 
having a head portion adaptable to an end cap and temporarily adaptable to a suitable 
targeting device (threaded hole 5 can receive handle 7 and could also receive a 
threaded end cap) (Figs. 1 and 4). Vicenzi does not explicitly state that the ductility is at 
least 15% of elongation of the nail and the ultimate tensile strength is at least 600 MPa. 
However, both ductility and tensile strength are properties of a given material. Because 
the Vicenzi nail is made from the same material as Applicant's invention (31 6L stainless 
steel), the examiner is taking the position that the ductility of the Vicenzi nail is at least 
15% of the elongation of the nail and the ultimate tensile strength is at least 600 MPa. 
Therefore, this limitation of claim 17 is also satisfied by Vicenzi. Regarding claim 18, 
Vicenzi discloses that the shaft (area located between ends 9) of the proximal fixation 
device (2) has a hole (4) for receiving an interlocking screw (4a), wherein the hole is 
placed in either a transverse direction or an angled direction to a long axis of the shaft 
part of the proximal fixation device to receive the interlocking screw (Fig. 1). Vicenzi 
fails to disclose that the proximal fixation device has a plurality of longitudinal grooves 
spaced around a periphery of the intramedullary rod (claim 17), that the intramedullary 
rod is tapered to a blunt point at a distal end (claim 17), that the shaft of the proximal 
fixation device has a plurality of holes (claim 18), that each of the grooves is less deep 
than the diameter of one of the flexible nails and the grooves are equally spaced around 
the periphery of the intramedullary rod for holding the flexible nails apart from one 
another (claim 19), and that the intramedullary rod distal end tapers to a blunt point for 
easy insertion into the medullary canal (claim 21). Walker teaches a proximal fixation 
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device (13) that has a plurality of longitudinal grooves (14) spaced around a periphery of 
the fixation device, which is tapered to a blunt point (15) at a distal end (Fig. 2). The 
grooves of the Walker fixation device are less deep than the diameter of one of the 
flexible nails (1 1 ) and are equally spaced around the periphery of the fixation device 
(Figs. 2-5). It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to replace the Vicenzi fixation device with the Walker fixation 
device (claims 17, 19, and 21) as the Walker fixation device is designed to hold the 
pins in position to support the fracture during healing (col. 2, line 68 through col. 3, line 
3 of Walker). It would have then been obvious to provide the Walker fixation device with 
a longitudinal threaded hole (claim 17), as suggested by Vicenzi, in order to provide 
means to insert the fixation device. It would have been further obvious to provide the 
Walker fixation device with an angled hole to receive an interlocking screw (claim 18), 
as suggested by Vicenzi, as doing so provides means for fixing the fixation device to the 
bone. It would have been further obvious to construct the modified Walker fixation 
device with a plurality of angled holes (claim 18), since it has been held that mere 
duplication of the essential working parts of a device involves only routine skill in the art. 
St. Regis Paper Co. v. Bemis Co., 193 USPQ 8. 

Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Vicenzi 
(US 5,281 ,225 A) in view of Walker (US 4,457,301 A) as applied to claim 1 7 above, and 
further in view of Ender (US 4,467,793 A). Vicenzi and Walker disclose the claimed 
invention except that the intramedullary rod and end cap are made from material 
comprising one of 31 6L or 31 6LVM stainless steel or other biocompatible material . 
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Ender teaches an orthopedic implant assembly wherein flexible nails (4) are held in 
place by a proximal fixation device (5) having a threaded (21) opening (6) and the 
opening is covered by a threaded (20) end cap (18) (Figs. 1 and 3). It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to provide 
the proximal fixation device with a threaded end cap, as suggested by Ender, as the 
end cap can be used to cover the longitudinal threaded hole and prevent tissue 
ingrowth into the hole. It would have been further obvious to make the intramedullary 
rod and end cap from 31 6L or 316LVM stainless steel or other biocompatible material, 
since it has been held to be within the general skill of a worker in the art to select a 
known material on the basis of its suitability for the intended use as a matter of obvious 
design choice. In re Leshin, 125 USPQ 416. 

Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable overVicenzi 
(US 5,281 ,225 A) in view of Walker (US 4,457,301 A) as applied to claim 1 7 above, and 
further in view of Haas (US 5,976,140 A) and Grotz (US 5,968,078 A). Vicenzi and 
Walker teach the claimed invention except that the end cap comprises a head part with 
a plurality of holes to retain a plurality of hooked cut ends of the flexible nails and a shaft 
part for attachment with the head portion of the proximal fixation device. Haas teaches 
an end cap (4) with a shaft part designed to be attached to a head portion of a proximal 
fixation device (2) (Fig. 1 ). The head part of the Haas end cap extends past the outer 
periphery of the Haas proximal fixation device (Fig. 1). Grotz teaches a proximal 
fixation device (2) wherein a cap (3) has a plurality of holes (9) to retain hooked cut 
ends of a flexible structure (Fig. 4A). It would have been obvious to further modify 
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Vicenzi such that the Walker proximal fixation device is covered with an end cap having 
a head part extending past the outer periphery of the proximal fixation device and a 
shaft part for attachment with the proximal fixation device, as suggested by Haas, and 
the head part having a plurality of holes, as suggested by Grotz, as the end cap can 
cover the longitudinal threaded hole to prevent tissue ingrowth and act as means to 
secure the ends of the flexible nails. 

Claims 25 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Walker (US 4,457,301 A) in view of Haas (US 5,976,140 A) and Grotz (US 
5,968,078 A). Regarding claim 25, Walker discloses that the rod has a head portion 
adaptable to an end cap and temporarily adaptable to a suitable targeting device (bore 
22 could receive an end cap and a targeting device) and that the rod tapers to a blunt 
point (15) at a distal end (Figs. 2 and 5). Regarding claim 27, Walker discloses that the 
intramedullary rod is made from biocompatible material (col. 3, lines 34-38). Walker 
fails to disclose that the end cap comprises a head part with a plurality of holes to retain 
hooked cut ends of the flexible nails and a shaft part adaptable for final attachment with 
the head portion of the proximal fixation device (claim 25) and that the end cap is made 
from a biocompatible material (claim 27). Haas teaches an end cap (4) with a shaft 
part designed to be attached to a head portion of a proximal fixation device (2) (Fig. 1). 
The head part of the Haas end cap extends past the outer periphery of the Haas 
proximal fixation device (Fig. 1). Grotz teaches a proximal fixation device (2) wherein a 
cap (3) has a plurality of holes (9) to retain hooked cut ends of a flexible structure (Fig. 
4A). Both the Grotz end cap and proximal fixation device are made from a 
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biocompatible material (col. 3, lines 35-36). It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the Walker proximal 
fixation device such that it is covered with an end cap having a head part extending past 
the outer periphery of the proximal fixation device and a shaft part for attachment with 
the proximal fixation device (claim 25), as suggested by Haas, and the head part 
having a plurality of holes (claim 25), as suggested by Grotz, as the end cap can cover 
the bore to prevent tissue ingrowth and act as means to secure the ends of the flexible 
nails. It would have been further obvious to make the end cap from a biocompatible 
material (claim 27), as suggested by Grotz, since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. In re Leshin, 1 25 USPQ 416. 

Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over Walker 
(US 4,457,301 A) in view of de la Caffiniere (US 5,192,281 A). Walker discloses the 
claimed invention except that the shaft has a plurality of holes for a plurality of 
interlocking screws wherein the holes are placed in either a transverse direction or an 
angled direction to a long axis of the shaft part of the fixation device to receive the 
interlocking screws, de la Caffiniere teaches a fixation device (12) designed to hold a 
flexible nail (14) wherein the fixation device has a plurality of holes (28, 28') angled to 
the long axis of the fixation device wherein the plurality of holes are designed to receive 
interlocking screws (30, 30') such that the screws lock the fixation device to bone (Figs. 
5-6; col. 2, lines 37-50). It would have been obvious to one of ordinary skill in the art at 
the time the invention was made to provide the Walker fixation device with a plurality of 
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holes designed to receive interlocking screws, as suggested by de la Caffiniere, as 
doing so provides means to lock the fixation device to bone. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julianna N. Harvey whose telephone number is 571- 
270-3815. The examiner can normally be reached on Mon. - Fri., 8:00 a.m. - 4:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J. N. HV 

Examiner, Art Unit 3733 
/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



